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Submission Tools




CHAPTER 10 - SUBMISSION TOOLS

he Submission Tools are comprised of the Data Validation and Upload Tools,

which assist researchers with the validation and upload of data into the repository.

The validation component verifies that submitted data conforms to the required

format and range values defined in the Data Dictionary. Note: In certain BRICS

instances, extra-validation rules are applied (See Appendix). The tool references the

Data Dictionary and validates the data associated with the files identified by the user
for submission into the Data Repository. It provides a report of any data discrepancies in the form
of errors and warnings. The errors highlight when data does not conform to how that field has
been defined. If errors are found, a submission package cannot be created. After successful
validation, a submission package is created which allows the data to be submitted to the system
with the upload component. The tool, which runs as a Java Web Start application, runs locally on a
user's computer, requiring the Java runtime environment to be installed.

To ensure the quality of uploaded data and also to make data easy to query, data should be
submitted in a specific format and range values should comply with the values defined in the data
dictionary. It’s critical to understand the specific format which is defined by the data elements and
form structure you are submitting your data against. All submitted research data must be validated
against the values defined in the data dictionary prior to submission. The form structure templates
serve as the template for data submission. To facilitate this process, we provide the Data
Validation Tool that assists researchers with the submission of their data.

The tool accepts CSV files from a researcher and validates the files' content against the values
defined in the data dictionary. These CSVs must be in the form of the form structure templates
available within the Data Dictionary. CSVs of data exported from an external system, such as
redcap, that have not been formatted to match the form structure templates will not be recognized
by the validation tool. For those CSV files that pass validation, the Data Validation Tool creates a
submission ticket and submission package, both in XML format. After that, data are ready for
uploading. The submission ticket is used by the Upload Tool to upload the data (in the form of a
corresponding submission package) to the repository.



10.1 SYSTEM REQUIREMENTS

The Data Validation Tool and Upload Tool are available within the Data Repository module as
part of the Submission Tools java web launcher. These tools run as a single application locally on
your machine. Note: the most recent version of Java Runtime Environment (JRE) (7 or higher) is
required in order to run the module. Make sure your computer has it installed.

10.1.1 Tool Input and Output

Tool Input:
s CSV files with clinical data or imaging metadata that conform to the form structure
templates from the data dictionary.

Tool Output:
% A submission package and submission ticket (XML) ready for submission by the
Data Upload Tool.

% An error log with validation errors and warnings (if any).

10.1.2 CSV Checklist

Before populating the form structure template in the form of a CSV file with data, check the
downloaded template for the following:
¢ Ensure there are no edits to the template and that the form hasn’t changed since it
was downloaded.
¢ All data elements needed to capture data are included into the CSV file (and the
form structure).
The form structure short name is entered in the cell Al in the CSV file.
The Main group (with all data elements) is present in the CSV file.
The group (if any) and data element names are the same as in the FS.
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After verifying the above, ensure the following before submission:

¢ The column A, starting from the A2 cell has no data, but has marks (x) that
represent the beginning of a new record.

% The columns that cortrespond to required DEs in the FS are populated with data

(e.g., Main.GUID).

10.1.3 Submission Package

After the successful validation, the generated submission package includes:
% A submission ticket (XML)
% A data file (XML).

10.1.4 Validation Warnings

% If any validation errors or warnings are found, the tool provides a detailed report of any
data discrepancies, errors, and warnings received.
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% Validation warnings are just warnings and they do not prevent the creation of the
submission package. If any validation errors are found, however, a submission package
cannot be created. In that case, you should first edit the data to fix all errors, and then re-
validate the data.

10.2 DATA VALIDATION ToOOL

The Data Validation Tool is available within the Data Repository module as part of the

Submission Tools. For steps downloading the CSV template, refer to the Data Dictionary
module.

10.2.1 Running the Data Validation Tool
The Data Validation Tool runs locally on your machine. In order to launch the module,
1. Loginto BRICS, and navigate to your Workspace where all modules you have access to are

displayed. Note: If the module is greyed out then you do not have access to the module.
Please reach out to BRICS Operations to inquire about access should you not have access.

 Home Norkspace ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a

combination of web-based functionality and downloadable tools that support data definition. data contribution, and data access throughout the research life cycle.

My Dashboard
‘Admin Dashboard
—
-
ProFoRMS GUID Data Dictionary Data Repository
Query Meta Study Account
Management

2. Click the Data Repository module from your Workspace.
3. Click the Submission Tools on the left-side menu.

ft Home  Workspace ProFoRMS GUID Data Dictionary a tory Query  MetaStudy  Account Management

Data Repository

View Studies

View Studies lists the studies that the user has permissions to view. The provided filters will allows users to filter the list by ownership, data submission status, and data type. The search
capability allows users to search by Study Title, Study ID, Principle Investigator (PI), and by the Permission Type that the user holds for a particular study (Owner, Admin, Read, Write).

View Studies
_ Results are shown in a tabular format to include the following:

Create Study

Manage Studies

Submission Tools Ownership: all  + Only studies with data v Imaging - Search:
NTLE STUDY ID Pl DATA TYPES PERMISSION
MIPAV Tool FTBR
Tauopathy Consensus Study of Pathology Images STUDY0000319 Mckee, Ann H y’ Read
Download Tool Effects of Traumatic Brain Injury and Post-Traumatic Stress Disorder and Alzheimer's Disease FITBIR- Weiner, § y' Read
on Brain Tau in Vietnam Veterans using ADNI STUDY0000352 Michael

Showing 16 to 17 of 17 entries (fittered from 120 total entries) First Previous 1 2 Next Last
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4. The Validate and Upload Data window appears. Click the Launch Submission

button.

Tools

 Home Workspace ProFoRMS

Data Repository

GUID Data Dictionary

Query Meta Study

Account Management

Submission Tools
Validation and Upload | LAUNCH SUBMISSION TOOLS

. Validate and Upload Data
Manage Studies The Submission Tools assist researchers with the validation and upload of data into the repository. The validation component verifies that submitted data conforms to the required format
and range values defined in the Data Dictionary. The tool imports the Data Dictionary and validates the metadata associated with the files identified by the user for submission against the
data dictionary. It provides a report of any data discrepancies and warnings. If errors are found, a submission package cannot be created. After successful creation of a submission
package, data can be submitted to the system with the upload component. The tool, which runs as a Java Web Start application, runs locally on a user's computer, requiring the Java
runtime environment to be installed.

—

MIPAV Tool Helpful Documentation

* Getting started and need help? Download the Submission Tools User Guide (pdf)
Download Tool

5. In the Opening window that appears, select Open with Java(TM) Web Start Launcher
(default) and click the OK button.

Opening submissionTool.jnlp

You have chosen to open:

|2 submissionTool.jnlp

which is: JNLP File (7.2 KB)
from: https://fitbir.nih.gov

What should Firefox do with this file?

Open with

Java(TM) Web Start Launcher (default)

Save File

[] Do this automatically for files like this from now on.

— o | o]
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6. In the Java Runtime Environment window that appears next saying "Do you want to run
this application?" click Run.

Do you want to run this application?

Publisher: NIH
S,

- Locations: https://fithir-demo.cit.nih.gov
Launched from downloaded JNLF file
This application will run with unrestricted access which may put your computer

and personal information at risk. Run this application only if you trust the locations
and publisher above.

B More Information ﬁ | Run

[ Cancel ]

7. To continue, you MUST Accept the EULA agreement (this enables both the Validation
and Upload Tools). If you click Decline, only the Data Validation Tool will be enabled.

X EULA Agreement == X |

Data Privacy

This system is a collaborative environment with privacy rules that pertain to the collection and display of
imaging data. Before accessing and using this systems, please ensure you familiarize yourself with our
privacy rules available through the Access Request and supporting documentation.

Collection of this information is authorized under 42 U.5.C. 241, 242, 248, 281(a)}(b)(1){P) and 44 U.5.C. 3101.
The primary use of this information is to facilitate medical research. This information may be disclosed to
researchers for research purposes, and to system administrators for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules defined in the Notice of
Grant Award (NOGA). If you do not have a grant defining data sharing requirements, data submission is
voluntary. Data entered into the system will be used solely for scientific and research purposes and is
designed to further the understanding the disease. Modification of information may be addressed by
contacting your system administrator at FITBIR-ops@mail.nih.gov. Significant system update information
may be posted on the site as required.

NOTE: Declining this license disables upload functionality. Only the Validation Tool will display.

# Accept Decline
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8. The Submission Tool appears. Click Browse (under Working Directory) to navigate to the
directory where the files for submission (CSVs) are located. We call it your Working
Directory. Note: It is recommended that you store CSV files in easy to access directories
with only the necessary files for validation for fastest speed.

X Submission Tools [3.1.0.54] . | = = 2Z

Help
[ validation Tool | Upload Tool |
Working Directory

|| Browse || |C:\Users\c401205\Deskl0p\ElRICS_Imaging_FiIes\ |
Files

| Name Type Structure Status Result

Load Files

Summary

4]

Color Legend |I:| Requires Validation [ valid [0 Excluded [ Error

Exclude Files || Include Files Validate Files || Build Submizsion Package

Result Details

&~ Type Description

-

[] Hide warnings Export Result Details
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9. Select the directory and click Open to load CSVs into the dialog box. The Loading Files
window appears showing the progress.

r

K Select submission directory M

Look In: ||j BRICS_Imaging_Files |V|

[ imagingmr_output_1499222527967
1 imagingmr_output_1499317674360

[y imagingmr_out
D imagingmr_ouf
3 MR_BRAIN_UNENHANCED_-_0_--_ADMNI_3D_Cor_IR_FSPGR_4 D ImagingMR_str|
] MR_BRAIN_UNENHANCED_-_0_--_FLAIR_AX_8
3 MR_BRAIN_UNENHANCED_-_0_--_T2_MPGR_T

[} 21magingMR_struct.csv

< Ii | [»

File Name: |2ImagingMR_stru ct.csv |

Files of Type: |CSVs (.csv)

10. Click Load Files. All files in the directory will be displayed.

K Submission Tools [3.1.0.54] |_ = B X _|

Help
[ Validation Tool | Upload Tool |
Working Directory

|C:\Users\C40120S\Desktop\ElRICS_Imaging_Fi\es\ q
Files |
= Name Type Structure Status Result Summary
Color Legend |I:| Requires Validation [0 Valid [ Excluded [ Error
Exclude Files | | Include Files Validate Files | | Build Submission Package
Result Details
(=~ Type Description

-

[] Hide warnings Export Result Details




Excluding Files From Validation

To exclude files from validation, select individual file(s) (click to highlight) that are of TYPE
UNKNOWN and those not needed for the submission. Hold Ctrl while clicking in order to
highlight multiple files. Click Exclude Files. Note: Imaging files (ex. DICOM) should not be
excluded in import.

Including Files For Validation

To include files for validation, select the CSV files you want to be validated and press Include
Files. Hold Ctrl while clicking in order to highlight multiple files.

11. Select individual file(s) (click to highlight) that are of TYPE UNKNOWN and those files
not needed for the submission. Hold Cttl while clicking in order to highlight multiple files.
Click Exclude Files. Note: Excluding files are not specific to unknown file types. There
are instances where you are selecting 1 form to validate and submit and there are instances
where the forms are saved incorrectly and show up as “Unknown”.

In an ideal world, your Working Directory should contain only CSV files for validation.
Although very often it contains other files also (such as error logs and notes, etc.) In that
case, you need to:

Exclude from validation those files (and directories) that are not designated for validation.
These files usually appear with Type=UNKNOWN under Files in the Working Directory;

Include into validation the CSV data files that you would like to validate. These files have
Type=CSV in the Files table.
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X SubmissionTools BLOS] A
-

Help
[ Validation Tool | Upload Tool |
Working Directory

|C:\Users\C401205\Deskl0p\ElRICS_Imaging_FiIes\ | Load Files

[ Files |
sl Name Type Structure Status Result Summary
&= [ imagingmr_oufput_T499ZZ2527957 13
D imagingmr_ocutput_1439222527967. FORM STRUCTI(ImagingMR Publizhed
o= |j imagingmr_cutput_14993175743560 DIR ImagingMR
D imagingmr_ocutput_1499317574350. FORM STRUCTI(ImagingMR Publizhed
D ImagingMR_struct.cav FORM STRUCTI(ImagingMR Publizhed 5 Warnings + 8 Errors.
o~ [ MR_BRAIN_UNENHANCED_-_0_—_A[|[DIR
[T} MR_BRAIN_UNENHANCED_-_0_— INKNOWN
o~ [ MR_BRAIN_UNENHANCED_-_0_—_FL{|[DIR
[} MR_BRAIN_UNENHANCED_-_0_— | INKNOWN
o~ [ MR_BRAIN_UNENHANCED,_. e [
= D PdR_BRAN_UI\EI\HANCED_—_O_—_TQ INKNOWN
Color Legend | [ Requires Validation [J Valid [0 Excluded [ Error
Exclude Files | Include Files \alidate Files | | Build Submission Package
Result Details
=~ Type Description
-
[] Hide warnings Export Result Details
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12. Select the remaining file(s) (click to highlight) to be validated. All files that should not be
validated should be in gray. Note: In this example, 3 of the .dem(dicom) files below are

related to subjects’ tests that are not meant to be submitted.

Help
[ Validation Tool | Upload Tool |
|

Working Directory
|C:\Users\C401205\Desk‘top\ElRICS_Imaging_FiIes\.
| Files |
el Name || Type Structure Status Result Summary
= |j BRICS_Imaging_Files IR MULTIPLE [25 Warnings + 8 Errors
o= |j imagingmr_output_14%9222527967 DIR
D imagingmr_output_1499222527967.cg (FORM STRUCTI|(ImagingMR Publizshed
D ImagingMR_struct.cav FORM STRUCTI||imagingMR Published [25 Warnings + 8 Errors
@ [ MR_BRAIN_UNENHANCED_-_0_—_A
[ IM-0145-0001.dem
[} IM-0145-0002.dem
[ IM-0145-0003.dem
IM-0145-0004.dcm
[} m-0145-0005.dem
~] 4 e
Color Legend | [ Requires Validation [ Valid [0 Excluded [ Error
| Exclude Files || Include Files | Validate Files || Build Submission Package
Result Details
~| Type Description
-
[] Hide warnings Export Result Details
3 =
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13. Click Validate Files button. If there are no errors, Click OK (All files are valid). The
file(s) will then be highlighted in GREEN as Valid. If there are errors, Click OK (The
validated files contain errors.) The file(s) will then be highlighted in RED as having an
Error. Please make corrections to the file(s) and repeat steps above. Note: All Errors must
be fixed. Files can pass validation with Warnings.

Note: If there are no errors, you will see a prompt that reads “All files are Valid”. Click
OK.” Same for if there are errors.

Help
[ validation Tool | Upload Tool |

Working Directory

|C:1.Users‘nc4[l12051Desktop‘.ElRICS_Imaging_FiIesl | Load Files

[ Files |
il Name Type || Structure Status Result Summary
= |j BRICS_Imaging_Files DR MULTIPLE [25 Warnings + & Errors
o= |j imagingmr_cutput_1499222527967 DR
D imagingmr_cutput_1458222527967.cg||[FORM STRUCT](|(imagingMR Published
D ImagingMR_struct.cev FORM STRUCTI||(ImagingMR Published [25 Warnings + 8 Errors
¢ ] MR_BRAIN_UNENHANCED_-_0_—_AL|DIR
[} M-0145-0001.dem UNKNOWN
[} M-0145-0002.dem UNKNOWN
[} M-0145-0003.dem UNKNOWN
D IM-0145-0004.dcm UNKHOWH
D IM-0145-0005.dcm UNKNOWN
~| [ 14-0145-0008.dem LINKNOWN
Color Legend | [J Requires Validation [ Valid [0 Excluded [ Error |
| Exclude Files || Include Files #| Validate Files || Build Submission Package

Result Details

-~ Type Description

-

[] Hide warnings Export Result Details
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14. Validation Results - A: If there are errors found in your CSV file(s), for each file that fails
validation: 1) the form structure name appears in the Structure column, 2) the word
FAILED appears in the Result column, and 3) the summary column contains errors and
possibly warnings. Note: a file that passed validation still can have a lot of warnings.

15. Validation Results - B: If there are no errors found in your CSV file(s), for each file that
passes validation: 1) the form structure name appears in the Structure column, 2) the word
PASSED appears in the Result column, and 3) the summary column may contain
warnings, but no errors. Note: a file that passed validation still can have a lot of warnings.

Help

[ validation Tool | Upload Tool

Working Directory

|C:\Userslc401205\Deslclop‘.BRICS_Imaging_FiIesl |

[ Files |

Name Structure Summary

MULTIFLE

-

[y m-0145-0001.dem
[} M-0145-0002.dem
[y mM-0145-0003.dem
[y m-0145-0004.dem
[y m-0145-0005.dem

0o

Color Legend ||:| Requires Validation [ Valid [0 Excluded B Error

14

| Exclude Files | | Include Files Validate Files | | Build Submission Package

Result Details

= Type | Description

—||Error imagingmr_output_1499222527%57: GUID entry, TBIDEMOWF470JK4, at row 3 in column Main.GUID, is invalid or doesn't exist; please check the valu
Error ImagingMR_struct: The data element "ImgDim1Extent\al® in repeatable group "Image pixel information and dimenzions” iz mizsing. Data structure Imag
Error ImagingMR_struct: The data element "Imglim1ResclVal" in repeatable group "Image pixel information and dimensions” iz missing. Data structure Imagi
Error ImagingMR_struct: The data element "ImgDim2Extent\Val” in repeatable group "Image pixel information and dimensions” iz mizsing. Data structure Imag
Error ImagingMR_struct: The data element "ImgDimZRezclVal” in repeatable group "Image pixel information and dimensions” iz missing. Data structure Imagi
Error ImagingMR_struct: The data element “ImgDimensionTyp™ in repeatable group "Image pixel information and dimensions” is missing. Data structure Imagi|
Error ImagingMR_struct: The data element "ImgFileFormatTyp™ in repeatable group "Image Information™ iz mizsing. Data structure ImagingMR identifies this &l
Error ImagingMR_struct: The data element "ImghlodityTyp™ in repeatable group "Image Infermation™ is missing. Data structure ImagingMR identifies this elemg
Error ImagingMR_struct: The data element "ImgScannerStrgthVal® in repeatable group "Magnetic Rezonance Information” is missing. Data structure Imaging
Error ImagingMR_struct: GUID entry, TBIDEMOWR47T3JK4, at row 3 in column Main.GUID, is invalid or doesn't exist; please check the value to ensure it is

w ||[Error ImagingMR_struct: The data “MR_BRAIN_UNENHANCED_-_0_—_ADNI_3D_Cor_IR_FSPGR_4.zip" at row 3, column 10, for the data element "Image Inf

[] Hide warnings Export Result Details
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10.2.2 Error Logs

Validation errors and warnings appear in the Result Details table. Files with warnings can be
validated. Files with errors must be fixed and re-validated, and then resubmitted for another
validation round.

Validation errors appear when a CSV file has entries that are:

* In different format (other than defined in the data dictionary for this data element),

* Not listed among permissible values for this particular data element,

® Left empty, but defined as required in the form structure,

* Have more than 1 permissible value separated by a semicolon ";" but the data
element is not set to be a multiset.

* Do not pass extra-validation rules (See Appendix for a list of forms with extra-
validation rules)

Note: Validation errors mostly appear when a data entry, which was defined as required in the
corresponding form structure, is missing in the CSV file.

10.2.3 Fixing Validation Errors

Validation errors and warnings appear in the Result Details table. Files with warnings can be
validated. However, files with errors must be fixed and re-validated, and then resubmitted for
another validation round.

Validation errors and warnings can be exported into a text file - that makes working with them and
fixing errors much easier. To export validation errors or warnings, or both:

1. Click the Export Result Details.
2. In the Save dialog box that appears:
a) select a directory where you would like to save validation logs,
b) specify what types of error log entries you would like to export. These could
be a) both errors and warnings (recommended only for smaller log files),
¢) errors only (recommended), or ¢) warnings only.

el

Type in your own file name and Click Save.
4. The log file will be saved in the designated directory under the chosen name.

10.2.4 Best Practices

By default, an error log file is created and stored in the same directory as your working files. We
recommend that you create a designated error log directory and save validation logs there.

By default, an error log is saved under the "resultDetail.txt" name. We commend that you choose
your own file name for an error log and that the name is somehow related to the name of your data
file. E.g. if you have a data file, let’s say "MyData.csv", you give the corresponding error log file the
following name "MyDataErrorlog.txt".



After you have exported all validation errors:

1. Open the log file in a text editor (MS Word, Notepad, Crimson, Notepad++ - all these will
work).

2. Open your CSV file in MS Excel or your preferable text editor that can work with CSV
(not MS Word!).

3. Go through each entry in the error log and fix it in the CSV file. Save changes in the CSV
file. Make sure you saved it as CSV. Some of these changes may require additional review
and consultation with your principle investigator. If you have an error for data that you
cannot change, please reach out to your BRICS point of contact.

4. Re-validate the fixed CSV file. Make sure that all errors are gone.

Create the submission package.

o

If you received numerous validation errors, we recommend that you work on fixing them in
batches. Fix a few errors, save the fixed CSV file and re-run it through the Data Validation Tool. It
will still give you a lot of errors, but we hope it would be fewer that before. Save the new error log
and go through it fixing a few more errors. Re-run validation. Repeat these steps until you get 0
(zero) errors.
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10.3 DATA UPLOAD TOOL

The Data Upload Tool is available within the Data Repository module as part of the
Submission Tools. The Data Upload Tool helps researchers to upload data to the data repository.
This phase is not accessible without a dataset that passed validation. The data should be uploaded
in the form of a submission package (XML) that has a unique identifier - a submission ticket
(XML). If you don't have a submission package ready, use the Data Validation Tool to create it.
The tool will also validate your data and make sure that they conform to the required format and
range values defined in the data dictionary.

10.3.1 Running the Data Upload Tool
The Data Upload Tool runs locally on your machine. In order to launch the module,

Perform the following actions:

1. Navigate to your Workspace,

o+ Home orkspacs ProFoRMS cuiD Data Dictionary Data Repository Query Meta Study Account Management
Workspace
. Modules: Building Blocks for the Research Life Cycle
s There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
‘combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
%
ProFoRMS GUID Data Dictionary Data Repository
e éq : ‘
Query Meta Study Account
Management

2. Click the Data Repository module from your Workspace,

% Home orkspace ProFeRMS cuID Data Dictionary Data Repesitory Query Meta Study Account Management
Workspace

A Modules: Building Blocks for the Research Life Cycle
S There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.

ProFoRMS GUID Data Dictionary Data Repository

Query Meta Study Account
Management

My Dashboard

Admin Dashboard

=)
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3. Click the Submission Tools on the left-side menu.

t Home Workspace

ProFoRMS

Manage Studies

View Studies

Create Study

Submission Tools

MIPAV Tool

Download Tool

Query Meta Study

Account Manageme!

Data Repository

View Studies

View Studies lists the studies that the user has permissions to view. The provided filters will allows users to filter the list by ownership, data submission status, and data type. The search
capability allows users to search by Study Title, Study ID, Principle Investigator (Pl), and by the Permission Type that the user holds for a particular study (Owner, Admin, Read, Write).
Results are shown in a tabular format to include the following

Ownership: all  + Only studies with data v  Imaging - Search:
TTLE STUDY ID Pl DATA TYPES PERMISSION
FITBIR-
Tauopathy Consensus Study of Pathology Images: STUDY0000319 Mckee, Ann l y' Read
Effects of Traumatic Brain Injury and Post-Traumatic Stress Disorder and Alzheimer's Disease FITBIR- ‘Weiner, § :7,’ Read
on Brain Tau in Vietnam Veterans using ADNI STUDY0000352 Michael
Showing 16 to 17 of 17 entries (filtered from 120 total entries) First Previous 1 2 Next Last

4. The Validate and Upload Data window appears. Click the Launch Submission
button. The Java Web Start Launcher opens

Data Repository

Manage Studies

Submission Tools

Workspace ProFoRMS

Query Meta Study Account Manageme!

Validate and Upload Data

The Submission Tools assist researchers with the validation and upload of data into the repository. The validation companent verifies that submitted data conforms to the required format
and range values defined in the Data Dictionary. The tool imports the Data Dictionary and validates the metadata associated with the files identified by the user for submission against the
data dictionary. It provides a report of any data discrepancies and warnings. If errors are found, a submission package cannot be created. After successful creation of a submission
package, data can be submitted to the system with the upload component. The tool, which runs as a Java Web Start application, runs locally on a user's computer, requiring the Java
runtime environment to be installed.

LAUNCH SUBMISSION TOOLS h

MIPAV Tool

Download Tool

Helpful Documentation

« Getting started and need help? Download the Submission Tools User Guide (pdf]

5. In the Opening window that appears, select Open with Java(TM) Web Start Launcher
(default) and click OK to launch the Submission tool.

Opening submissionTool.jnlp |

X

You have chosen to open:

|=| submissionTool.jnlp
which is: JNLP File (7.2 KB)
from: https://fitbir.nih.gov

What should Firefox do with this file?

Open with

Java(TM) Web Start Launcher (default)

Save File

[C] Do this automatically for files like this from now on.

el o«
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6. In the Java Runtime Environment window that appears next saying "Do you want to run
this application?” Click the Run button.

Do you want to run this application?

d_ Publisher: NIH
:“_-:-) Locations: https://fitbir-demo.cit.nih.gov

Launched from downloaded JNLP file
This application will run with unrestricted access which may put your computer

and personal information at risk. Run this application only if you trust the locations
and publisher above.

6 More Information

7. The EULA Agreement window appears displaying the data privacy user agreement. Read
the agreement and click Accept if you agree (this enables both the Validation and Upload
Tools). If you click the Decline, only the Validation Tool will be enabled.

K EULA Agreement = 8| X |

Data Privacy

This system is a collaborative environment with privacy rules that pertain to the collection and display of
imaging data. Before accessing and using this systems, please ensure you familiarize yourself with our
privacy rules available through the Access Request and supporting documentation.

Collection of this information is authorized under 42 U.5.C. 241, 242, 248, 281(a)(b){1){P) and 44 U.5.C. 3101.
The primary use of this information is to facilitate medical research. This information may be disclosed to
researchers for research purposes, and to system administrators for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules defined in the Notice of
Grant Award (NOGA). If you do not have a grant defining data sharing requirements, data submission is
voluntary. Data entered into the system will be used solely for scientific and research purposes and is
designed to further the understanding the disease. Modification of information may be addressed by
contacting your system administrator at FITBIR-ops@mail.nih.gov. Significant system update information
may be posted on the site as required.

NOTE: Declining this license disables upload functionality. Only the Validation Tool will display.

# Accept Decline
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8. After files have been successfully validated, click Build Submission Package.
a) Use the drop-down Study Name menu to select the study name.
b) Enter dataset names in window. The form structure short name will be appended to
the end of user assigned dataset name, e.g., SubjectInfo_2019_DemogrFITBIR,

where “SubjectInfo_2019" is the user assigned dataset name and “DemogrFITBIR”
is the form structure short name.

¢) Click OK button.

X submissien Tools [6.1.0-223] — O *

Help
| Validation Tool | Upload Tool |

Working Directory

Browse | [C:\Userslkevarmen1\Documents\BRICS\Study_CloseoutRestructure_Closeaut_Excelttest_study_2_copylUnflattened\CSV_files_validation\alida] Load Files

Files |

el Name Type Structure Status Result Summary

| Please confirm Dataset Naming *

-l Select a study to submit to:

‘A Latent Variable Phenotype for the Dementia Diagnosis and Biomarker Selection in TBI ‘ - ‘

IE The dataset name will have the form structure short name appended to it automatically. The max length for the field, including the suffix, is 255 characters.

T

e - A—
Resu St
" Default Dataset Name: Edit Dataset Name:
DemogrFITBIR_validation Subjectinfo_2019 _DemogrFITBIR
HVLTR_validation HVLTR_2019| _HVLTR

ﬁ Cancel

[ ] Hide warnings Export Result Details

4|
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9. If accessing the Upload Tool immediately following the Validation Tool, item 2 of the
Upload Tool is auto-populated. Verify that the correct study was selected to upload the
data to. Once information for Steps 1-3 have been confirmed, Click Start Submission
Upload. Note: When you relaunch and attempt to go straight to “Upload” you will have
to first Re-validate the data files.

K Submissien Tools [6.1.0-223] — m] *
Help
| validation Tool || Upload Tool |

1. The study to be uploaded to is shown below. If you wish to change this field, you may recreate the submission in the Validation Tool tab.
Study Name: King Kong test study

2. Please select a valid submission ticket. The submission ticket contains an inventory of the data to be uploaded to the system.

To create a valid submission ficket, please use the Validation Tool.

Submission Ticket (XMLE:  ¢ysersikevarmen1iDocuments\BRICS\Study_CloseoutiRestructure_Closeout_Excelttest_study_2_copylUnflattened\CSV._files_validz

3. This is the list of dataset names to be submitted. You may scroll through this list to verify they are correct.
Dataset Names: [subjectinfo_2013 =

|| Start Submission Upload ||| Cancel Submission Upload |

Upload Queue
| File Mame | Study | Dataset | Upload Speed Upload Progress Time Remaining Status

Clear Completed Submissions | | Clear Cancelled Submissions
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10. The submission package appears in the Upload Queue table. In the Upload Queue table,
you can watch the progress of your submission(s). The table will update as file(s) are being
uploaded to the system. For successful upload(s), the Status (see the Status column) will be
designated as "Completed".

K Submission Tools [6.1.0-223] - ] ®
Help
[ validation Tool [ Upload Tool |

1. The study to be uploaded to is shown below. If you wish to change this field, you may recreate the submission in the Validation Tool tab.

Study Name: King Kong test study

2. Please select a valid submission ticket. The submission ticket contains an inventory of the data to be uploaded to the system.
To create a valid submission ticket, please use the Validation Tool.

Submission Ticket (XML): oy s ers\kevarmen1iDocuments\BRICS\Study CloseoutiRestructure Closeout Exceltest study 2 copyiUnfiattened\CSV files validz

3. This is the list of dataset names to be submitted. You may scroll through this list to verify they are correct.

Dataset Names: |Sunjectlnf0_2[]19 |i|
Start Submission Upload | | Cancel Submission Upload
Upload Queue
File Mame Study Dataset Upload Speed Upload Progress Time Remaining Status
1 Subjectinfo_2019_... | King Kong test study | Subjectinfo_2019_.. 0 kBls 0h 0m0s Completed
2 DemogrFITBIR_vali...| King Kong test study | Subjectinfo_2019_... 0 kBls 0Oh Om Os Completed
3 HVLTR_2019_HVLT..| King Kong test study [HVLTR_2019_HVLTR 0 kBls 0h Om 0s Completed
4 HVLTR_validation.csv| King Kong test study [HVLTR_2019_HVLTR| 0 kBls 0h 0m 0s Complsted

Clear Completed Submissions ‘ | Clear Cancelled Submissions
Things to Note:
ICON KEY = i you need to cancel your submission, Click the Cancel button;
0 Notes "7 To clear the completed submissions list, use the Clear Completed Submissions button located at the
bottom of the Upload Manager window.
M "=7 To clear the cancelled submissions list, use the Clear Cancelled Submissions button located at the
Information bottom of the Upload Manager window.
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10.3.2 Best Practices

After submitting the data, to make sure that your dataset appears under the study you selected:

=

Navigate to the Data Repository -> View Studies page.
2. Find your study on the study table. Note: 3 icons located in the Data Types column.
If your study has any data submitted, at least one of the icons appears in color.

3. Select the study and click on the study name to open the Study Overview page.
4. On the study page, click on the "+" sign next to Dataset Submissions.
5. The table that contains all submitted datasets opens. Make sure that your dataset is

listed in this table.
6. Contact the BRICS System Administrator if you do not see the data you uploaded

The data types associated with a study are represented by three icons:
1. Double helix - represents genomics data;
2. Stethoscope - represents clinical assessment data;

3. Head profile - represents imaging data.

If the icons next to the study name are highlighted in color, the study has datasets of the

highlighted types.
Things to Note:
ICON KEY =7 You can only upload data to the studies you have the data upload permissions.
O Notes '~ To make sure that the most recent list of studies is available for you, use the Refresh

button to update the list of studies.

7 Important >~ The name assigned to the uploading dataset must be unique for the selected study.

Information
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10.3.3 Adding Submitted Data to the Download Queue

The Data Download feature helps users to select and download datasets from the data repository
to their own computer systems. Users may select datasets to download by placing them in their
Download Queue (see below). Then, using the Download Tool, users may download selected
datasets from the repository to their own systems.

To Populate Download Queue: Perform the following actions:

1. Login to the system.
2. Navigate to the Workspace landing page

% Home rkspa ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
ccombination of web-based functionality and downloadable tools that support data definition. data contribution, and data access throughout the research life cycle

Workspace

My Dashboard

Admin Dashboard

ProFoRMS GUID Data Dictionary Data Repository
éq ’ ‘
Meta Study Account
Management

3. Click the Data Repository module.

* Home kspa ProFoRMS GuiD Data Dictionary Data Repository Query Meta Study Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
‘combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.

Workspace

My Dashboard

Admin Dashboard

—

ProFoRMS GUID Data Dictionary Data Repository
éq ’ ‘
Query Meta Study Account
Management
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4. Click the Manage Studies on the left-side tool bar. The View Studies list opens with the
menu options.

* Home Workspace ProFoRMS GUID Data Dictionary Dat Query Meta Study Account Managemel
Data Repository
- - View Studies
S View Studies lists the studies that the user has permissions to view. The provided filters will allows users to filter the list by ownership, data submission status, and data type. The search capability allows
users to search by Study Title, Study ID, Principle Investigator (PI), and by the Permission Type that the user holds for a particular study (Owner, Admin, Read, Write)
Results are shown in a tabular format to include the following:
Create Study
Submission Tools Ownership: all v  All studies ¥ Alldata types v Search:
TITLE STUDY ID Pl DATA TYPES PERMIS SIO
MIPAY Tool
Transforming Research and Clinical Knowledge in Traumatic Brain Injury (TRAGK-TBI) Pilot Study FITBR-STUDY0000211  Geoff Manley, MDPhD 35 4R Admin
Bl T TRACK-TBI TEST Study FITBIR-STUDY0000208  Siravo, Bianca Xy Admin
Ir Research and Clinical in Traumatic Brain Injury (TRACK-TBI) Pilot Demo Study FITBIR-STUDY0000239 Geoff Manley, MD PhD K‘y. Admin
Data Repository Imaging testt FITBIR-STUDY0000232  McCreedy, Evan Y8 Admin
Administration
BL UAT Study FITBIR-STUDY0000233  Barry xXye Admin
TRACK-TBI Pilot Demo Study FITBR-STUDY0000243 ~ Geoff Manley, MDPRD 35 Y4 Admin
Teststudy2 FITBIR-STUDY0000207 ~ Siravo, Bianca xye Admin
TRACK-TBI Pilot Study FITBIR-STUDY0000244  Geoff Manley, MD PrD 35 Y4 Admin
Test Study CNRM 1111 CNRM-STUDY0000245 P xXYe Admin
FITBIR Ops Training Study FITBIR-STUDY0000246 ~ Garcia, Alison xXyYe Admin
TRACK-TBI Pilot 2014-07-28 FITBIR-STUDY0000247 ~ Geoff Manley, MD PrD 33 Y/ 4l Admin
TRACK-TBI Pilot 2014-08-01 FITBIR-STUDY0000248 ~ Geoff Manley, MDPRD 23 Y 4l Admin
BBM-testing FITBIR-STUDY0000250  BBM XY Admin
March_TBI FITBIR-STUDY0000220  PPII XY® Admin
TRACK-TBI Pilot 2014-09-08 FITBR-STUDY0000251  Geoff Manley, MDPhD 25 Y4 Admin
Showing 1 to 15 of 105 entries First Previous 2 3 4 5 Next Last
Note: Study Admin s have administrative permission for all studies regardiess of any permissions they have been granted.

5. Select the Study from which you wish to download a dataset by clicking on the Study
Title. Note: [ew Studies lists the studies that the user has permissions to view. The provided
filters will allow users to filter the list by ownership, data submission status, and data type.
The search capability allows users to search by: (Study Title, Study ID, Principle
Investigator (Pl), and by the Permission Type) that the user holds for a particular study
(Owner, Admin, Read, and Write).

ft Home  Workspace  ProFoRMS  GUID  Data Dictionary Query  Meta Study  Account Management
Data Repository
View Studies
View Studies lists the studies that the user has permissions to view. The provided filters will allows users to filter the list by ownership, data submission status. and data type. The search capabilty allows
users to search by Study Tille, Study D, Principle Investigator (PI), and by the Permission Type that the user holds for a particular study (Owner, Admin, Read, Write)
[vewsuaes | Resdllts are shown in a tabular format to include the following
Create Study
Submission Tools Ownership: all v | All studies - All data types - search:
TTLE TUDY ] DATA TYPE
MIPAY Tool
Transforming Research and Clinical Knowledge in Traumatic Brain Injury (TRACK-TBI) Pilot Study FITBIR-STUDY0000211  Geoff Manley, MDPhD 5 Y § Admin
P TRACK-TBI TEST Stud: FITBIR-STUDY0000208  Siravo, Bianca g(y. Admin
FITBIR-STUDY0000239  Geoff Manley, MD PhD 35 Y/ #lP Admin
Data Repository Imaging test1 FITBIR-STUDYD000232  McCreedy, Evan -3 ‘V’ Admin
Administration
FITBIR-STUDY0000233  Barry xY® Admin
TRACK-TBI Pilot Demo Study FITBIR-STUDY0000243 ~ Geoff Manley, MD PhD 28 Y/ I Admin
TestStudy2 FITBIR-STUDY0000207  Siravo, Bianca zY® Admin
TRACK-TEI Pllot Study FITBIR-STUDY0000244  Geoff Maniey, MD PhD 35 Y/ il Admin
Test Study CNRM 1111 CNRM-STUDY0000245  PI xyYe Admin
EITBIR Ops Tralning Study FITBIR-STUDYO0D0246  Garcla, Allson xyYe Admin
TRACK-TBI Pilot 2014-07-28 FITBIR-STUDY0000247 ~ Geoff Manley, MD PhD 33 Y/ lP Admin
S 2014-06. FITBIR-STUDY0000248  Geoff Maniey, MD PhD 28 Y Il Admin
BBM-testing FITBIR-STUDY0000250  BBM BAY® Admin
March_TBI FITBIR-STUDY0000220 PPl AR Admin
TRACK-TBI Pilot 2014-09-08 FITBIR-STUDY0000251  Geoff Maniey, MD PhD 35 Y/ #lP Admin
Showing 1 to 15 of 105 entries irst Previous 1 2 34 5 Next Last

Note: Study Administrators have administrative permission for all studies regardiess of any permission.

ney have been granted.
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6. Click on the + next to Data Set Submissions.

% Home Work: ProFoRMS GUID

Query  MetaStudy  AccountManagement

Data Repository

View Studies > BL UAT Study
Study: BL UAT Study

Study Overview:
Create Study

Title: BL UAT Study
S Study ID: FITBIR-STUDY0000233
Visibility: Public
MIPAY Tool Recruitment Status: Terminated

Abstract: Test Study for 2.0

Download Tool Owner: Admin, Fortal
. Owner E-Mail: valeirasmi@nih gov

Data Repository

Administration Principal Investigator: Barry

Principal Investigator blandin@sapient com
E-Mail:

Start Date: 2013-01-16
End Date: 2018-05-19
Data Manager: Admin. Portal

Data Manager E-Mail: blandin@sapient com

+ Administrative Files

ﬂ+ Dataset Submissions

+ Data Access Repert

CLOSE
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7. Select the Dataset you wish to download by clicking on its name. A pop-up window
opens with information regarding the dataset.

ProFoRMS GUID Query Meta Study Account Management

Data Repository

View Studies > BL UAT Study
Study: BL UAT Study

View Stud i
Study Overview: [cor |
Create Study Title: BL UAT Study =

Submission Tools Study ID: FITBIR-STUDY0000233
Visibility: Public
MIPAV Tool Recruitment Status: Terminated
Abstract: Test Study for 2.0
Download Tool Owner: Admin. Portal

owner E-M:

valeirasmt@nin.gov
Data Repository
Administration Principal Investigator: Barry

Principal Investigator blandin@sapient com
E-M:

Start Date: 2013-01-16
End Date: 2018-05-10

Data Manager: Admin. Porial

Data Manager E-Mail: blandin@sapient.com

+ Administrative Files

- Dataset Submissions

Show shared & private = search:

DATASET ID NAME SUBMIS SION DATE STATUS
FITBIR-DATA0000458 NINRBRICSSEMCDEIS_Demo-1489510836176 2017-03-14 Clinical Assessment Private
FITBIR-DATA0000380 lesi010616-Allest 2016-01-06 Clinical Assessment Private
FITBIR-DATA0000374 2015-10-01 Clinical Assessment Private
FITBIR-DATAO000368 DeMmOQIFTBIR 1436855195397 2015-07-02 Clinical Assessment Private
FITBIR-DATAQ000354 AllTest 2015-01-15 Clinical Assessment Private
FITBIR-DATA0000353 BSL18-QTDemo 2015-01-14 Clinical Assessment Private
FITBIR-DATA0000341 testentry 2014-11-25 Clinical Assessment Private
FITBIR-DATA0000339 TMT112014 2014-11-20 Clinical Assessment Private
FITBIR-DATA0000322 BSH8073114 2014-07-31 Clinical Assessment Private
FITBIR-DATA0000321 bsitg 2014-07-31 Clinical Assessment Private
FITBIR-DATA0000297 BSL18 Test 2014-06-19 Clinical Assessment Shared
FITBIR-DATA0000200 BSI-18_Baseline 2014-06-04 Clinical Assessment Private
FITBIR-DATAO000265 Blood Pressure Measurement 2014-05-16 Clinical Assessment Shared

Showing 1 to 13 of 13 entries (fitered from 14 total entries) First Previous 1 Next Last

+ Data Access Report

CLOSE
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8. Click Add To Download Queue.

Dataset Information
Dataset ID: FITBIR-DATAD0D0374 ﬂ
Name: BSI18Q22015
Submission Date: 2015-10-01
Submitted By: Garcia. Alison
Submitted Data:

CONTAINS QUERYABLE DATA?

Revised.csv Yes

dataFile-1443724366532.xml  No

Submitted Form

FORM STRUCTURE
Structures:

DemogrFITBIR

Status: Private

Proposed Publication
Date:

Reviewed By:

Ops Verification:

9. The Dataset is Added to Download Queue. You will receive an e-mail indicating
“Requested data is now available in the Download Manager’.

Dataset Information
Dataset ID: FITBIR-DATA0000274 ©

Name: BSI18Q22015
Submission Date: 2015-10-01

Submitted By: Garcia. Alison

Submitted Data:

CONTAINS QUERYABLE DATA?

Revised.csv Yes

dataFile-1443724366532.xml  No

Submitted Form

FORM STRUCTURE
Structures:

DemogrFITBIR

Status: Private

Proposed Publication
Date:

Reviewed By:

Ops Verification:
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APPENDIX: EXTRA-VALIDATION RULES

In select instances of BRICS (FITBIR), extra-validation rules have been incorporated into the
Validation Tool for a subset of standard forms in the Data Dictionary. Note: this is in addition to
the baseline validation checks that apply to all forms. Validation rules for additional standard forms
will be added with future updates. The Extra Validation rules were developed based on the scoring
guidelines and algorithms of the standard forms. The Extra Validation rules will provide an
additional quality check for users when submitting data, therefore providing better quality of data
for the TBI research community.

The Validation Tool will check for:
a) Submitted summary scores that have been miscalculated.
b) Submitted Summary scores with missing item level data.
¢) Submitted completed item level data with missing summary scores.
d) Submitted age inputs not meeting the age requirement for the form

If any extra-validation errors are found, a submission package cannot be created. The error log will
inform you of the specific extra-validation rules that are not met and where in the CSV they are
located. You should edit the data to fix all errors, and then re-validate the data

Extra-validation rules were created uniquely for the form structures listed below:

Alcohol, Smoking, and Substance Use Involvement Screening Test (ASSIST)
Alcohol Use Disorders Identification Test - Consumption Questions (AUDIT-C)
Alcohol Use Disorders Identification Test: Self-Report Version (AUDIT)
Balance Error Scoring System (BESS)
Beck Anxiety Inventory (BAI)
Beck Depression Inventory IT (BDI-II)
Brief Symptoms Inventory-18 (BSI-18)
Brief Visuospatial Memory Test - Revised (BVMT-R)
Controlled Oral Word Association Test (COWAT)

. Deployment Risk and Resilience Inventory (DRRI-2), V2 Combat

. Disability Rating Scale (DRS)

. Dizziness Handicap Inventory (DHI)

. Drug Abuse Screening Test (DAST-10)

. FIM Instrument

. Glasgow Coma Scale and Pupils (GCS)

. Glasgow Outcome Scale - Extended (GOS-E)

. Grooved Pegboard Test (GPT)

. Headache Impact Test (HIT-6)

. Immediate Post-Concussion Assessment Testing (ImPACT)

. Insomnia Severity Index (ISI)

. King-Devick Concussion Screening Test

. Mayo-Portland Adaptability Inventory-4 (MPAI-4)

. Movement Disorder Society - Unified Parkinson's Disease Rating Scale (MDS-
UPDRS)

. Montreal Cognitive Assessment (MoCA)

A AR ol ol

o G Vi G N S e

[\®)
~



25.
26.
217.
28.
29.
30.
31.
32.
33.
34.

Neurobehavioral Symptom Inventory (INSI)

Patient Health Questionnaire - 9 (PHQ-9)

Pittsburgh Sleep Quality Index (PSQI)

Posttraumatic Stress Disorder Checklist - Civilian Version (PCL-C)
Rivermead Post-Concussion Symptoms Questionnaire (RPQ)
Satisfaction with Life Scale (SWLS)

12-Item Short Form Health Survey Version 2 (SF-12v2)

36-Item Short Form Health Survey (SF-36) version 2

Trail Making Test (TMT)

Vestibular/Ocular Motor Screening (VOMS)
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